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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP00/01049 



I. Basis of the report 



1. With regard to the elements of the international application:* 



□ 



the international application as originally filed 
the description: 

pages 

pages 

pages 



1-29 



, as originally filed 



, filed with the demand 



, filed with the letter of 



the claims: 

pages 

pages 

pages 

pages 



1-30 



, as originally filed 

, as amended (together with any statement under Article 1 9 

, filed with the demand 



31-33 



filed with the letter of 20 November 2000 (20. 11. 2000) 



the drawings: 

pages 

pages 

pages 



1-4 



, as originally filed 

, filed with the demand 



. , filed with the letter of 



1 | the sequence listing part of the description: 

pages 

pages 

pages 



, as originally filed 



, filed with the demand 



filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ 
□ 
□ 
□ 
□ 

□ 
□ 



contained in the international application in written form, 
filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

The amendments have resulted in the cancellation of: 

the description, pages 

the claims, Nos. 

1 I the drawings, sheets/fig 



^ I | This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
— beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70.17). 

** Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 


1 . Statement 








Novelty (N) 


Claims 


9-11, 14-16, 


18-23, 29, 30-32 YES 




Claims 


1-8, 12, 13 


, 17, 24-28, 33 NQ 


Inventive step (IS) 


Claims 


9-11, 14-16, 18 


, 22, 23, 29, 30-32 Y ES 


Claims 


1-8, 12, 13, 17, 19-21, 24-28, 33 NO 


Industrial applicability (IA) 


Claims 


1 


33 YES 




Claims 




NO 



2. Citations and explanations 

Document 1: EP, 815864, Al (McNeil-PPC, Inc.), 7 

January 1998 (07.01.98) 
Document 2: EP, 815854, Al (McNeil-PPC, Inc.), 7 

January 1998 (07.01.98) 
Document 3: EP, 815855, Al (McNeil-PPC, Inc.), 7 

January 1998 (07.01.98) 
Document 4: US, 4935243, A (Borkan, et al . ) , 19 June 

1990 (19.06. 90) 
Document 5: JP, 5-238954, A (Toyo Capsule, K.K.), 17 

September 1993 (17.07.93) 
Document 6: JP, 10-273436, A (Toyo Capsule, K.K.), 13 

October 1998 (13.10.98) 



Explanation: 
1 . Novelty 

The inventions described in Claims 1-8, 12, 13, 17, 
24-28, and 33 are not considered to be novel in the light 
of Documents 1 to 5 cited in the international search 
report. The inventions described in Claims 9-11, 14-16, 
18-23, 29, and 30-32 are considered to be novel because 
they are not disclosed in any of the documents cited in 
the international search report. 

The technological feature of the inventions 
described in Claims 1-8, 12, 13, 17, 24-28, and 33 is 
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recognized as being the production of a soft capsule by 
filling a coating with contents that are in a solid or 
semisolid state at room temperature. However, a chewable 
soft capsule formed by filling a coating of gelatin or 
some other material with contents that are in a solid or 
semisolid state has already been disclosed in Documents 1 
to 5 (see examples in Documents 1-5 or those sections of 
each cited document noted in the international search 
report) . 

On the other hand, mixing a low-melting-point 
additive comprising chocolate base, lard, and/or coconut 
fat into the contents (technological feature of the 
inventions described in Claims 9-11, 14, 29, 30, 31, and 
32), mixing the sweetener (s) and saccharide ( s ) into the 
contents simultaneously (technological feature of the 
inventions described in Claims 15 and 16), mixing 
chocolate flavoring into the contents (technological 
feature of the invention described in Claim 18), producing 
the coating by mixing gelatin and plasticizer in a 
specific weight-ratio (technological feature of the 
inventions described in Claims 19 to 21) , and including 
sweetener in the coating (technological feature of the 
inventions described in Claims 22 and 23) for use in 
chewable soft capsule production are not disclosed in any 
of the cited documents. 

2. Inventive step 

The inventions described in Claims 1-8, 12, 13, 17, 
19-21, 24-28, and 33 are not considered to involve an 
inventive step in the light of Documents 1 to 6 cited in 
the international search report. The inventions described 
in Claims 9-11, 14-16, 18, 22, 23, 29, 30, 31, and 32 are 
considered to involve an inventive step relative to the 
documents cited in the international search report. 

Cited Documents 1 to 5 do not disclose the feature 
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of production of a coating, which will be used in 
preparation of a chewable soft capsule, by mixing a 
specific weight-ratio of gelatin and plasticizer 
(technological feature of the inventions described in 
Claims 19 through 21 of this application) . However, the 
relevant technological feature, as shown in Document 6, 
was common knowledge in the art at the filing of this 
application (see claims and examples) . Documents 1 to 6 
address common technological problems to be solved and 
propose a chewable soft capsule preparation to be used for 
ingestion of pharmaceutical or food products, and 
application of the coating specifically described in 
Document 6 to products disclosed in Documents 1 to 5 falls 
within the normal creative skill expected of a person 
skilled in the art. 

Therefore, including Claims 1-8, 12, 13, 17, 24-28, 
and 33 noted in above-listed section (1) to be lacking in 
novelty, the inventions described in Claims 1-8, 12, 13, 
17, 19-21, 24-28, and 33 of this application are not 
considered to involve an inventive step in the light of 
cited Documents 1 to 6. 

On the other hand, as mentioned above, mixing a low- 
melting-point additive comprising chocolate base, lard, 
and/or coconut fat into the contents (technological 
feature of the inventions described in Claims 9-11, 14, 
29, 30, 31, and 32), mixing the sweetener (s) and 
saccharide ( s) into the contents simultaneously 
(technological feature of the inventions described in 
Claims 15 and 16) , mixing chocolate flavoring into the 
contents (technological feature of the invention described 
in Claim 18), and including sweetener in the coating 
(technological feature of the inventions described in 
Claims 22 and 23) for use in chewable soft capsule 
production are not disclosed in any of Documents 1 to 6, 
and use of these features is not obvious to a person 
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skilled in the art. 



3. Industrial applicability 

The invention described in Claims 1 through 30 is 
industrially applicable, as shown in cited Documents 1 
through 6, which disclose identical or similar features 
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(57) Abstract 

Soft capsules composed of the contents filled in a 
coating wherein the contents are in a solid or semisolid state 
at room temperature. These soft capsules may be chewable 
capsules containing a low-melting additive in the contents. 
The content of the low-melting additive may be 10% or 
more based on the total weight of the contents and the 
melting point thereof may range from about 20 to 50 °C 
The low-melting additive may be selected from the group 
consisting of chocolate base, lard, coconut fat, macrogol 
(polyethylene glycol) and combinations thereof. 
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(57) Abstract 

Soft capsules composed of the contents filled in a 
coating wherein the contents are in a solid or semisolid state 
at room temperature. These soft capsules may be chewable 
capsules containing a low-melting additive in the contents. 
The content of the low-melting additive may be 10% or 
more based on the total weight of the contents and the 
melting point thereof may range from about 20 to 50 °C. 
The low-melting additive may be selected from the group 
consisting of chocolate base, lard, coconut fat, macrogol 
(polyethylene glycol) and combinations thereof. 
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CLAIMS 

1. A soft capsule comprising fill material filling a shell, 
wherein the fill material is in a solid or semi- solid form 

5 at room temperature. 

2. A soft capsule according to claim 1, wherein the soft 
capsule is a chewable capsule. 

10 3. A soft capsule according to claim 1, wherein the fill 
material comprises a low melting point additive. 

4. A soft capsule according to claim 3, wherein the content 
of the low melting point additive is 10% or more with respect 

15 to the total weight of the fill material. 

5. A soft capsule according to claim 4, wherein the content 
of the low melting point additive is 30% or more with respect 
to the total weight of the fill material. 

20 

6. A soft capsule according to claim 5, wherein the content 
of the low melting point additive is 50% or more with respect 
to the total weight of the fill material. 

25 7. A soft capsule according to any of claims 3 to 6, wherein 
the melting point of the low melting point additive is about 
20 to 50°C. 

8. A soft capsule according to any of claims 3 to 6, wherein 
30 the low melting point additive is selected from the group 
consisting of chocolate base, lard, coconut oil and macrogol 
as well as a combination thereof. 
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9. A sof.t capsule according to claim 8, wherein the low 
melting point additive is a chocolate base. 

10. A soft capsule according to claim 9, wherein the 
5 chocolate base is selected from the group consisting of cacao 

powder, bitter chocolate and cacao butter as well as a 
combination thereof . 

11. A soft capsule according to claim 10, wherein the cacao 
10 butter includes a major amount of V-type crystal and a minor 

amount of VI -type crystal. 

12. A soft capsule according to claim 1 or 3, wherein the 
fill material further comprises a sweetening agent . 

15 

13. A soft capsule according to claim 12, wherein the 
sweetening agent is selected from the group consisting of 
aspartame, disodium glycyrrhizinate, saccharin sodium, 
stevia and thaumatin as well as a combination thereof. 

20 

14. A soft capsule according to claim 13, wherein the fill 
material comprises cacao butter as chocolate base, which 
is a low melting point additive, and aspartame as a 
sweetening agent . 

25 

15. A soft capsule according to claim 12, wherein the fill 
material further comprises a saccharide. 

16. A soft capsule according to claim 15, wherein the 
30 saccharide is selected from the group consisting of sucrose, 

D-mannitol, xylitol, erythritol, D-sorbitol, maltose, 
reduced maltose syrup and maltitol as well as a combination 
thereof . 
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17. A soft capsule according to claim 12, wherein the fill 
material further comprises an aromatic. 

5 18. A soft capsule according to claim 17, wherein the 
aromatic is chocolate flavor. 

19. A soft capsule according to any of claims 1 to 18, 
wherein 

10 the shell comprises the following components (A) and 

(B): 

(A) gelatin; and 

(B) one or more plasiticizers selected from (bl) to 
(b3), wherein a total of 100 to 600 weight parts of the 

15 plasticizers is present in the shell with respect to 100 
weight parts of gelatin: 
(bl) glycerin, 

(b2) saccharide plasticizer selected from the 
group consisting of sucrose, fructose, D-mannitol, xylitol, 
20 erythritol, D-sorbitol, maltose, reduced maltose syrup, 
maltitol, sucrose alcohol and isomerized sugar as well as 
a combination thereof, and 

(b3) glycol selected from the group consisting of 
propylene glycol and polyethylene glycol as well as a 
25 combination thereof. 

20. A soft capsule according to claim 19, wherein the 
plasticizers (B) include the glycerin (bl). 

30 21. A soft capsule according to claim 19, wherein the shell 
further comprises (C) water- insoluble cellulose, wherein 
5 to 100 weight parts of water-insoluble cellulose is present 
in the shell with respect to 100 weight parts of the gelatin. 
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22. A soft capsule according to claim 19 , wherein the shell 
further comprises (D) a sweetener. 

23. A soft capsule according to claim 22, wherein the 
sweetener (D) is selected from the group consisting of 
saccharin sodium, stevia and thaumatin as well as a 
combination thereof . 

24. A soft capsule according to any of claims 1 to 23, 
wherein the fill material comprises a drug. 

25. A soft capsule according to claim 24, wherein the 
content of the drug is 60% or less with respect to the total 
weight of the fill material. 

26. A soft capsule according to claim 25, wherein the drug 
is selected from the group consisting of an antipyretic 
analgesic drug component, a rhinitis drug component, an 
antitussive expectorant drug component and a vitamin 
component as well as a combination thereof. 

27. A soft capsule according to any of claims 1 to 23, 
wherein the fill material comprises a food. 

28. A method for producing a soft capsule according to any 
of claims 1 to 27, comprising the step of: 

filling the shell with the fill material. 

29. A method according to claim 28, wherein the fill 
material comprises cacao butter as chocolate base, which 
is a low melting point additive, and the method further 
comprises the step of : 
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subjecting the fill material filling in the shell 
to aging at a temperature of 30 to 40°C. 

30. A method according to claim 29, wherein the aging is 
5 conducted for 10 hours or more. 



